INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®
NF Formulas PhytoPharmica &

Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive. Green Bay, WI 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503 582.8386 F- 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)
What Belter feels iee™ 176 ~ S B SR
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December &, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT STATEMENTS “INGREDIENT(S) TO WHICH THE CLAIM REFERS
NAME e ’;*‘,il‘f, ’ ‘s ‘(’”‘ T ; ] B & \”5;:‘ R
HDL RX™* Even a 1% increase in | Vitamin C (ascorbic acid), Vitamin E (as natural mixed tocopherols), Niacin
HDL can significantly | (as niacinamide), Vitamin B6 (as pyridoxine HCI), Folic Acid, Vitamin B12
enhance support of (as cyanocobalamin), Magnesium (from magnesium amino acid chelate),
heart health.* Selenium (as L-selenomethionine), Proprietary Blend: hawthorn (Crategus

oxyacantha) berry extract, taurine, garlic (Allium sativum) bulb, grape seed
(Vitis vinifera) extract, grape skin (Vitis vinifera) extract, N-acety}-L-
cysteine, alpha-lipoic acid, soy (Glycine max) isoflavones, tocotrienols, L-
Arginine (as L-arginine HC!), L-Carnitine (as L-carnitine L-tartraze),
Coenzyme Q10 (CoQ10) (ubiquinone 10), Policosanol

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statemen‘irtre truthful and not misleading.

By: > ow-r

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date:  /2-8-0%

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Lt P b

Michael P. Devereux 9 "/'7
Chief Operations Officer . / 70
07 L L
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INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC rPHEBApY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F. 920 469.4418 (Phyto)

What Better feets ke
ap——

December 8, 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Labe] Claims/Disclaimers
Dear Sir or Madam

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)XC) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT C%IT HE CLAIM REFERS
HDL RXT™™* HDL Rx is a physician- | Vitamin C (ascorbic acid), Vitamin E (as natural mixed tocopherols), Niacin
developed dietary (as niacinamide), Vitamin B6 (as pyridoxine HCl), Folic Acid, Vitamin B12
supplement that has been | (as cyanocobalamin), Magnesium (from magnesium amino acid chelate),
clinically shown to Selenium (as L-selenomethionine), Proprietary Blend: hawthorn (Crategus

increase good cholesterol | oxyacantha) berry extract, taurine, garlic (Allium sativum) bulb, grape seed
levels, particularly HDL- | (Vitis vinifera) extract, grape skin (Vitis vinifera) extract, N-acetyl-L-

2, the best form of cysteine, alpha-lipoic acid, soy (Glycine max) isoflavones, tocotrienols, L-
cholesterol.* Arginine (as L-arginine HCI), L-Carnitine (as L-carnitine L-tartrate),
Coenzyme Q10 (CoQ10) (ubiquinone 10), Policosanol

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

s RLgodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: [2-8-0&

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Michael P. Devercux
Chief Operations Officer

HDL RX 16e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulas PhytoPharmica &

Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THE BAPY Wilsonville, OR 97070 P. 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F. 920 469 4418 (Phyto)

what Better jeels tike
a—

December 8, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HES 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT . SI'A’IEMENTS ) N INGREDIENT(S) TO-WHICH THE CLATM REFERS
NAME G T e R
HDL RXT™* HDL RX combines essential vitamins Vitamin C (ascorbic acid), Vitamin E (as natural mixed

and minerals, at levels recommended by | tocopherols), Niacin (as niacinamide), Vitamin B6 (as
the American Heart Association (AHA), | pyridoxine HCI), Folic Acid, Vitamin B12 (as

with amino acids, powerful antioxidants, | cyanocobalamin), Magnesium (from magnesium amino
and traditiona! herbal extracts to provide | acid chelate), Selenium (as L-selenomethionine),
superior support for cardiovascular Proprietary Blend: hawthorn (Crategus oxvacantha) berry
health.* extract, taurine, garlic (Allium sativum) bulb, grape seed
(Vitis vinifera) extract, grape skin (Vitis vinifera) extract,
N-acetyl-L-cysteine, alpha-lipoic acid, soy (Glycine max)
isoflavones, tocotrienols, L-Arginine (as L-arginine HCI)
L-Carnitine (as L-carnitine L-tartrate), Coenzyme Q10
{CoQ10) (ubiquinone 10), Policosanol

3

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

LLiedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 12 -5~05

HDLRX 17¢



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

%W/J-&mﬁﬂ

Michael P. Devereux
Chief Operations Officer

HDLRX {7e




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas PhytoPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920 469.9099 F: 920.469.4418 (Phyto)

what Better feels tike
—

December 8, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the “ollowing product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT HE CLAIM REFERS
HDL RXTM* By reducing C-reactive Vitamin C (ascorbic acid), Vitamin E (as natural mixed tocopherols),
protein levels, HDL RX Niacin (as niacinamide), Vitamin B6 (as pyridoxine HCl), Folic Acid,
helps support the body’s Vitamin B12 (as cyanocobalamin), Magnesium (from magnesium
natural anti-inflammatory amino acid chelate), Selenium (as L-selenomethionine), Proprietary
response. * Blend: hawthorn (Crategus oxyacantha) berry extract, taurine, garlic

(Allium sativum) bulb, grape seed (Vitis vinifera) extract, grape skin
(Vitis vinifera) extract, N-acetyl-L-cysteine, alpha-lipoic acid, soy
{Glycine max) isoflavones, tocotrienols, L-Arginine (as L-arginine
HCI), L-Camitine (as L-carnitine L-tartrate), Coenzyme Q10 (CoQ10)
(ubiquinone 10), Policosanol

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L9044

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /1 2-8-05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Singerely,
W P : Lw’*-(ﬂ

Michael P. Devereux
Chief Operations Officer

* HDLRX 18e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY'®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582 8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

What Better fecis tike™
a——

December 8, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740
RE: Label Claims/Disclaimers
Dear Sir or Madam-

This letter 1s to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT ST,

NAME ‘ 2
HDL RXT™* The smaller HDL-3 is synthesized by | Vitamin C (ascorbic acid), Vitamin E (as natural mixed
the liver and intestines. This form, tocopherols), Niacin (as niacinamide), Vitamin B6 (as
which is known as “free cholesterol- | pyridoxine HCI), Folic Acid, Vitamin B12 (as

rich” HDL, scavenges or “scoops up” | cyanocobalamin), Magnesium (from magnesium amino acid

CH,THE CLAIM REFERS

free cholesterol. The cholestero! is chelate), Selenium (as L-selenomethionine), Proprietary Blend:
then chemically altered by the hawthorn (Crategus oxyacantha) berry extract, taurine, garlic
addition of an ester group. When (Allium sativum) bulb, grape seed (Vitis vinifera) extract,
sufficient cholesterol is esterified, grape skin (Vitis vinifera) extract, N-acetyl-L-cysteine, alpha-
HDL-3 becomes HDL-2, which is lipoic acid, soy (Glycine max) isoflavones, tocotrienols, L-

therefore referred to as *‘cholesterol Arginine (as L-arginine HCI), L-Carnitine (as L-carnitine L-
ester-rich” HDL. HDL-2 is larger in | tartrate), Coenzyme Q10 (CoQ10) (ubiquinone 10),

size and has been shown to be more Policosanol

cardio supportive than HDL-3.*

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation that mtsn&iftre truthful and not misleading.

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: | 2-%-05

HDLRX 19¢



1f you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Sincerely, 0

bt P-&M«/

Michael P. Devereux
Chief Operations Officer

HDL RX 19¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W| 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

what Better feels ke
———

Dccember 8, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy. Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT ~ .. STATE GREDIENT(S), TO WHICH THE CLAIM REFERS
NAME RPN - S SR - . LU Wi .

HDL RX™M* Both HDL and LDL levels Vitamin C (ascorbic acid), Vitamin E (as natural mixed tocopherols),
are important indicators of Niacin (as niacinamide), Vitamin B6 (as pyridoxine HCI), Folic Acid,
healthy cardiovascular Vitamin B12 (as cyanocobalamin), Magnesium (from magnesium
function.* Therefore, amino acid chelate), Selenium (as L-selenomethionine), Proprietary

supplements that increase the | Blend: hawthorn (Crategus oxyacantha) berry extract, taurine, garlic
level of good cholesterol can | (Allium sativum) bulb, grape seed (Vitis vinifera) extract, grape skin
profoundly impact heart (Vitis vinifera) extract, N-acetyl-L-cysteine, alpha-lipoic acid, soy
health.* (Glycine max) isoflavones, tocotrienols, L-Arginine (as L-arginine
HCI), L-Carnitine (as L-carnitine L-tartrate), Coenzyme Q10 (CoQ10)
(ubiquinone 10), Policosanol

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

JUYE

Robert Doster
Title: Senior Vice President of Scientific Affairs

Datee [ 2-§-05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

VAL -&wﬁﬂ

Michael P. Devereux
Chief Operations Officer

HDL RX 20e



ENZYMATIC THERAPY

INTEGRATIVE THERAPEUTICS INC.”
PhytoPharmica
Vitaline Formulas

NF Formutas
Tyler Encapsulations

9755 SW Commerce Circle, Suite B2

Wilsonville, OR 97070
P: 503.582.8386

what Belter feels like™
—

December 8, 2005

Office of Nutritional Products, Labeling &
Dictary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park. MD 20740

RE:

Dear Sir or Madam:

Label Claims/Disclaimers

F: 503.582.0467

ENZYMATIC THERAPY'
&

PHYTOPHARMICA®

825 Challenger Drive, Green Bay, W| 54311-8328
F: 888.570.6460 (Enzymatic)
F 920.469.4418 (Phyto)

P: 920.469.1313
P: 920.469.9099

This letter is to notify you that the rollowing product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201{g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

prior to the study, then again at three and six months.
After three months of supplementation, good
cholesterol levels increased in all groups.* The
changes were more pronounced at the six-month time
point, where good cholesterol rose up to 23 percent
and levels of HDL-2 (the best cholesterol) increased
50 percent in cne subset of participants (HDL <40
mg/dL).* Add tionally, the supplement also helped
maintain healthy triglycerides levels that were already
within the normal ranges.* Decreases in
homocysteine, an amino acid found in the blood that
plays a role in cardiovascular health, were observed as
well *Therefore, supplements that increase the level
of good cholesterol can profoundly impact heart
health.*

PRODUCT . | INGR%DIENT(SV)EII;O:WHICHfTHE:CLAIM
NAME NI - " REFERS '
HDL RXT™™* The trial involved 50 people, who were evaluated Vitamin C (ascorbic acid), Vitamin E (as

natural mixed tocopherols), Niacin (as
niacinamide), Vitamin B6 (as pyridoxine
HCI), Folic Acid, Vitamin B12 (as
cyanocobalamin), Magnesium (from
magnesium amino acid chelate), Selenium (as
L-selenomethionine), Proprietary Blend:
hawthorn (Crategus oxyacantha) berry extract,
taurine, garlic (Allium sativum) bulb, grape
seed (Vitis vinifera) extract, grape skin (Vitis
vinifera) extract, N-acetyl-L-cysteine, alpha-
lipoic acid, soy (Glycine max) isoflavones,
tocotrienols, L-Arginine (as L-arginine HCI),
L-Carnitine (as L-carnitine L-tartrate),
Coenzyme Q10 (CoQ10) (ubiquinone 10),
Policosanol

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

oA

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs
Date: j2-§0 s

HDLRX 2le -




If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.
Sincerely,
P . » z

Michael P. Devereux
Chicf Operations Officer

HDLRX 2le



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
]ENZYMATIC THEBADY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
* P: 503.582 8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

Whar Better feeis ke
am——

December 8, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madan:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201{g)(1 (C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME AR STATEMENTS RADN INGREDIENT(S) TO WHICH THE CLAIM
- S " REFERS
HDL RXT™™* An antioxi dant cl1mca11y shown to support the thamln C (ascorbic acid)

health of the cardiovascular system and
increase HDL-2 cholesterol levels.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Qg0

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /2-8-0X5

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Ll P L

Michael P. Devereux
Chicf Operations Officer

HDL RX 22e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®
NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBADY Wilsonville, OR 97070 P 920.469.1313 F. 888.570.6460 (Enzymatic)
= P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F. 920.469.4418 (Phyto)

whoat Better feels like™
am—

December 8, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 8§10

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter 15 to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME . STATEMENTS ' INGREDIENT(S) TO WHICH THE CLAIM
S N ] "~ REFERS
HDL RXT™* VitaminC provides protection for the inner Vitamin C (ascorbic acid)

lining of the arteries.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthfu: and not misleading.

Leg0d4

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: /2-§-0%5

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Tkt Yoy

Michael P. Devereux
Chief Opcrations Officer

HDL RX 23¢




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Formulas PhytcPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F- 920.469.4418 (Phyto)

woat Better feels like™
a—

December &, 2005

Office of Nutritional Products, Labeling &
Dictary Supplements, HFS §10

Center for Food Safety and Applied Nutritioa
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy. Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME ; REDIENT(S) TO WHICH THE
HDL RXT™™* Another powerful antioxidant, which inhibits the Vitamin E (as natural mixed tocopherols)

oxidation of low density lipids by inactivating free
radicals.* Also, supports healthy cholesterol levels
already within the normal range.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

oy L0404

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /2-8-05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 40¢-3608.

Wbt P oy

Michael P. Devereux
Chief Operations Officer

HDL RX 24e



INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations Vilaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
E NZYMATIC THEBAPY Wilsonville, OR 97070 P:920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920 469.4418 (Phyto)

Whar Better feeis tike:
—

December 9, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label] Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCTNAME | - STATEMENTS _,

S s

IENT(S) TO WHICH THE
A e 0 'CLAIM REFERS
Vitamin B6 (as pyridoxie HCl)

HDL RXT™™* An essential coenzyme for normal amino acid
metabolism. In particular, Vitamin B6 is necessary
for the breakdown of homocysteine, an amino acid
that plays a supporting role in cardiovascular
health.*

I cerufy that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lugedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ]2 -9-05

[f you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

VLR

Michael P. Devereux
Chief Operations Officer

HDL RX 25¢



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas PhytcPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-8328
ENZYMATIC THeﬁApY Wilsonville, OR 97070 P: 920 469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

Whar Better feets like™
_—

December 9, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r}(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME EMENTS. - «{ INGREDIENT(S) TO WHICH THE
Lo [ : o5t " “CLAIM'REFERS
HDL RXT™™M* In lipid metabolism, supports normal cholesterol Niacin (as niacinamide)

production and metabolism to help retain healthy
cholesterol levels that are already within normal
limits.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

QL9001

Robert Doster
Title: Senior Vice President of Scientific Affairs

LN

By.

Date: [2-9-0 s

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Michael P. Devereux
Chief Operations Officer

HDL RX 26¢



INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-8328
ENZ’I’MATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F 920.469.4418 (Phyto)

Woar Better feeis iike™
————

December 9, 2005

Oftice of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutriticn
Food and Drug Administration

5100 Paint Branch Parkway

Colicge Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam

This letter 1s to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME EMENT -, . INGREDIENT(S) TO WHICH THE
HDL RXTM* Increases good cholesterol levels, particularly HDL- | Niacin (as niacinamide)

2 (the best cholesterol).*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Le90d4

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: | 2 w?*Of

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

AL

Michael P. Devereux
Chief Operations Officer

* HDL RX 27¢



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulas PhytoPharmica &

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wt 54311-8328
SNZYMATIC THE BApY Wilsonville, OR $7070 P: 920.469.1313 F: B88 570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

what Better feels ke
jiiddady

December 9, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam-

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME - STATEMENTS - INGREDIENT(S) TO WHICH THE
. R L C < " “CLAIM REFERS
HDL RXT™™M* Through peripheral vasodilatation, niacin also Niacin (as niacinamide)

supports the retention of healthy blood pressure
already within the normal range.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Qg0

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ! 2"?’05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 405-3608.

SmI‘ (:ely, 7 P

Michael P. Devereux
Chief Operations Officer

'HDL RX 28e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY'

NF Formulas PhytoPharmica &
-
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
()NZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469 9099 F: 920 469.4418 (Phyto)

What Better feels nke™
p————

December 9, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE- Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME o STATEMENTS A o INGREDIENT(S) TO WHICH THE
e RN o : CLAIM REFERS
HDL RX™™* High levels of circulating vitamin B6 have been Vitamm B6 (as pyridoxine HCl)

associated with reduced levels of C-reactive protein,
another important indicator of heart health.*

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lugodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: _ /2-9-05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Wt P &mp

Michael P. Devereux
Chief Operations Officer

HDL RX 2%¢



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formuias PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
]a NZYMATIC THEBAPY Wilsonville, OR 97070 P: 920 469.1313 F: B88.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582 0467 P: 920.469 9099 F 920.469.4418 (Phyto)

Whar Better feels nke”
—

December 9, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME | STATEMENTS*

“INGREDIENT(S) TO WHICH THE
% CLAIM REFERS

HDL RXT™* A homocysteine lower agent, folic acid is essential Folic Acid
for the formation of red and white blood cells and
involved in the synthesis of certain amino acids.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

o puend

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /'Z-/?/O-{

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Sincerely,

Michael P. Devereux E
Chief Operations Officer

HDL RX 30e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas PhytcPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920 469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469 9099 F: 920.469.4418 (Phyto)

what Better feets ke
a—————

December 9, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE- Label Claims/Disclaimers
Decar Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME ’ STATEMENTS G - “INGREDIENT(S) TO WHICH THE -
) v e 1T 0y T CLAIM REFERS
HDL RXT™™* A buiquitoud coenzyme necessary for DNA Vltamm B12 (as cyanocobalamin)

synthesis. Also, lowers homocysteine levels.*

I cerufy that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lugodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /Z/?/o.(

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

s P Km»ff

Michael P. Devereux
Chief Operations Officer

'HDLRX 3le



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyier Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313  F: 888 570.6460 (Enzymatic)
P: 503.582 8386 F: 503.582.0467 P: 920.469.9099 F 920.469.4418 (Phyto)

Whar Better feeis like™
——

December 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE. Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exempticn to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME \ , A\ .- STATEMENTS ( o INGREDIENT(S) TO WHICH THE
o e 1 RS 2 ““CLAIM REFERS
HDL RXT™M* Increases HDL levels suppomng a healthy l1p1d Magnesmm (from magnesium amino acid

profile, and helps maintain healthy blood pressure chelate)
already within the normal limits.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading,

fLiodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: J2—10-0S

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

/Jlmﬁﬂ

Michael P. Devereux
Chief Operations Officer

HDLRX 32¢



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBADY Witsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582 8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

what Better feeis tike”
ap——

December 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Labe! Claims/Disclaimers
Dear Sir or Madam

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the excmption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME I :INGREDIENT(S) ‘TO WHICH THE
. S 0% SYCLAIM REFERS
HDL RX™M* An essential trace mineral with powerful antioxidant Selemum (as L-selenomethionine)

capabilities. *

1 certify that the information contained in th:s notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lugodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: 12-10-05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Tt P s

Michael P. Devereux
Chief Operations Officer

HDL RX 33e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC TH ERAPY Wilsonville, OR 97070 P: 920.469.1313 F: B88.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

What Better feels ke
ap—

December 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS §10

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

Thus letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Waisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME ©  STATEMENTS | - INGREDIENT(S) TO WHICH THE
X VO e o e CLAIM REFERS
HDL RXT™™* Research has revealed that selenium supports Selenium (as L-selenomethioninz)

cardiovascular funct.on.*

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthfu. and not misleading.

Luedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date. 12-/0- 0S5

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

SOV

Michael P. Devereux
Chief Operations Officer

- HDLRX34e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas PhytcPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC ’[‘HEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582 8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

whar Better feels tike™
———

December 10, 2005

Office of Nutritional Products, Labeling &
Dictary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE. Label Claims/Disclaimers
Dear Sir or Madam.

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME © STATEMENTS. " “1 = INGREDIENT(S) TO WHICH THE
cow A v v e | o7 o CLAIMREFERS
HDL RX™* An important amino acid and precursor to nitric L-Arginine (as L-arginine HCI)

oxide (NO), which is important for the health of the
cardiovascular, immune, and nervous system.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L9044

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: J2-10 05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

WS P eyt

Michael P. Devereux
Chief Operations Officer

" HDLRX35e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR $7070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F. 503.582 0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

woat Better feeis ke
ap—

December 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME GREDIENT(S) TO WHICH THE
HDL RXTM* In clinical study, an L-arginine-enriched diet L Axglmne (as L-arginine HCI)

increased good cholesterol levels.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lo

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 12-/0-05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

JELY P dopp

Michael P. Devereux
Chief Operations Officer

HDL RX 36e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMA’I‘IC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F 920.469.4418 (Phyto)

What Better feis tice™
ap——

December 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE. Label Claims/Disclaimers
Dear Sir or Madam

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,

Inc at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME. STATEMENTS ..~ ~ INGREDIENT(S) TO WHICH THE
HDL RXTM* Along with coenzyme Q10, L-carnitine is a key L-Carnintine (as L-carnitine L-tartrate)

factor in metabolism, supporting the production of
cellular energy.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

W P

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date. [/2~-t0-05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

P fpnrp

Michael P. Devereux
Chief Operations Officer

Singerely,

Y
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY'®

NF Formutas PhytoPharmica &
Tyler Encapsuiations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W! 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 27070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

what Better feels ke
—

December 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

Thus letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food. Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME T STATEMENTS S . INGREDIENT(S) TO WHICH THE
HDL RX™M* L-Carnitine is shown to increase good cholesterol L Carmntme (as L-carnitine L-tartrate)

(HDL) levels.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

LL0004

Robert Doster
Title. Senior Vice President of Scientific Affairs

Date:  [2-)0-0S

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Tt P b

Michael P. Devereux
Chief Operations Officer

" HDL RX 38e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas PhytcPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

woat Belter feels like™
——

December 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutriticn
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMENTS - |’ INGREDIENT(S) TO WHICH THE
. . - SR SRS T K : “".CLAIM REFERS
HDL RXT™™* L-Carnitine supports healthy blood flow.* L Carnmtme (as L-carnitine L-tartrate)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthfu] and not misleading.

L0044

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /2—lo - 05~

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

TELY P fonyp

Michael P. Devereux
Chief Operations Officer

HDL RX 39%¢



INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY"®
NF Formulas PhytoPharmica &
.
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA

9755 SwW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THE RAPY Wilsonville, OR £7070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F. 920.469 4418 (Phyto)

woat Better feels like”
a—

December 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME ‘ - STATEMENTS * ’ " “INGREDIENT(S) TO WHICH THE
, 4 oo CLAIM REFERS
HDL RXT™™* A powerful free radlcal scavenger, chnlcally shown Coenzyme Q10 (CoQ10) (ubiquinone 10)

to support arterial health.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L9004

Robert Doster
Title: Senior Vice President of Scientific Affairs

By.

Date; 12-10-0K5

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

IEUP&M

Michael P. Devereux
Chief Operations Officer

HDL RX 40e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-8328
]a NZYMATIC THEBAPY Wilsonville, OR $7070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F. 920.469.4418 (Phyto)

Woat Better feeis like™
pm————

December 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam’

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME | REDIENT(S) TO WHICH THE
U ‘ < CLAIM REFERS
HDL RX™* Supplementation significantly improves good Coenzyme Q10 (CoQ10) (ubiquinone 10)

cholesterol levels.*

I certify that the information contained in tkis notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

y LedA

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /2 ~-10-0%5

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

WN»»%

Michael P. Devereux
Chief Operations Officer

"HDLRX 4le



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

What Better jeels like™
a————

December 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r}(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME | .- GREDIENT(S) TO WHICH THE
Lo " 3"CLAIM REFERS
HDL RXTM* CoQ10 supports healthy heart contractility and Coenzyme Q10 (CoQ10) (ubiquinone 10)

circulation, *

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L4044

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date:  /2-10 ~0&

By:

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Jekd P fponp

Michael P. Devereux
Chief Operations Officer

HDL RX 42¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wil 54311-8328
ENZYMATIC THE BAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

Whar Better feels tke™
————

December 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Pamnt Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption {o section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME “STATEMENTS ...~ ., . |'"" " INGREDIENT(S) TO WHICH THE
R I » /CLAIM REFERS
HDL RX™™* In a clinical study, supplementation results ina 14 Policosanol
percent increase in HDL cholesterol over an 8-week
period.*

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading,

SUNIE]

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: /2-/0-05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Sincerely,

Michael P. Devereux
Chief Operations Officer

HDL RX 43¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SwW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THERADPY Wilsonville, OR 97070 P:920.469.1313  F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F+ 920.469.4418 (Phyto)

woat Better feeis tike”
—

December 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME .. STATEMENT : INGREDIENT(S) TO WHICH THE
e s B -~ w T “GLAIM REFERS
HDL RX™* Helps retain healthy cholesterol levels already within | Hawthorn (Crategus oxyacantha) Berry

the normal range.* Extract

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L9044

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /2’/0“05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

mﬁ'\wﬁﬂ

Michael P. Devereux
Chief Operations Officer

'HDL RX 44e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P- 503.582.8386 F: 503.582 0467 P: 920.469 9099 F: 920.469.4418 (Phyto)

woat Better feels like™
—

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME ( REDIENT(S) TO WHICH THE
. i & S - i CLAIMREFERS
HDL RX™* Supports the muscle strength of the heart, helping to Hawthorn (Crategus oxyacantha) Berry
maintain healthy heart rhythm, contractility, and Extract
vascular circulation. *

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Luoedd

Robert Doster
Title. Senior Vice President of Scientific Affairs

Date.  /2-12-05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

g P fpop

Michael P. Devereux
Chief Operations Officer

" “HDL RX 45¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P:920.469.1313 F: 888.570.6460 (Enzymatic)
P. 503.582 8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

Woat Better feeis tike™
p——

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 8§10

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME oy STATEMENTS PRSP 'INGREDIENT(S) TO WHICH THE
HDL RXT™M* A source of ant10x1dant constltuents that protect Hawthorn (Crategus oxyacantha) Berry

against oxidative damage.* Extract

I certify that the information contamed in this notice is complete and accurate and that Enzymatic Therapy. Inc. has
substantiation that the statements are truthful and not misleading.

Lg044

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /2-/12-05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

fetf P oy

Michael P. Devereux
Chief Operations Officer

HDL RX 46e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY’®

NF Formulas PhytcPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
]ENZYM ATIC THERAPY Wilsonville, OR ¢7070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

woat Better jeeis ke
p—

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notity you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy. Inc. wishes to take advantage of the exemption to section
201(g)(1)C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMENTS - _ «INGREDIENT(S) TO WHICH THE
O e & | -, “*CLAIM REFERS
HDL RXT™M* Supports the health of veins and arteries.* Also, Hawthorn (Crategus oxyacantha) Berry

helps maintain healthy blood pressure levels already | Extract
within the normal range.*

[ certify that the information contained in this notice is complete end accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

LL0dd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /2"/2"0§

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Michael P. Devereux
Chief Operations Officer

* HDL RX 47¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY'

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F 920.469.4418 (Phyto)

what Better feels e
pp———

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactared, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food. Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)XC) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME SRR STATEMENTS f?INGREDIENT(S) TO WHICH THE

-CLAIM REFERS

RS

i HDL RXTM* Taurine possesses both ant10x1dant and membrane- Taurme
|

1 supportive properties.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L0044

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /2-/2-0%

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Michael P. Devereux
Chief Operations Officer

HDL RX 48¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"*

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P- 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

wrar Better feels Itke™
a—

December 12, 2005

Office of Nutritional Products, Labeling &
Daetary Supplements, HFS 810

Center for Food Safety and Applied Nutriticn
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME | INGREDENT(S) TO WHICH THE

HDL RXT™™* Helps maintain a hcafthy lipid bfoﬁle by increasing Taurine
good (HDL) cholesterol levels.*

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Robert Doster
Title: Senior Vice President of Scientific Affairs

-

By:

Date: _ /2-{2~-0S

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Sincerely,

Michael P. Devereux E
Chief Operations Officer

HDL RX 49¢
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‘ ) INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"
NF Formulas PhytoPharmica &

Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Ciicle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBADY Wilsonviite, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582 8386 F: 503.582.0467 P: 920.469 9099 £ Q20 459 4418 (Phuts)

.............. L LN A0 TUTT T FLU 8054510 (WG

whar Better feels ke
a——

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Sa}‘.ut_y and npp ted Nutriti
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740
RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMENTS 'INGREDIENT(S) TO WHICH THE
R L 5 v CLAIM REFERS
HDL RXT™™* A powerful ant10x1dant that possesses w1de -ranging Garlxc (Alliuim sativum) bulb

cardiovascular health benefits. *

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. nas
substantiation that the statements are truthful and not misleading.

Lugodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /1 2-12~ oS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

WL -t

Michael P. Devereux
Chief Operations Officer

HDL RX 50e



INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-8328
]E NZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 7+ 920.469.4418 (Phyto)

What Better feeis luee™
Jubddadd

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE Label Clauns/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME .. STATEMENTS " =~ GREDIENT(S) TO WHICH THE
- . N LR "~ -CLAIM REFERS
HDL RXT™™M* Clinically shown to increase good cholesterol levels, | Garlic (Allinim sativum) bulb

particularty HDL-2 cholesterol.*

|

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthfu. and not misleading.

fuod4

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /2-12-05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Bl P Lot

Michael P. Devereux
Chief Operations Officer

" HDLRX 5le



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tylet Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Ciicle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920 469.9099 F. 920.469.4418 (Phyto)

What Better feels ke
—

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutriticn
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food. Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME GREDIENT(S) TO WHICH THE
< - . CLAIM REFERS -~
HDL RXT™* A source of free-radical scavenging phytonutrients, Grape Seed (Vitis vinifera) Extract, Grape
known as polyphenols.* Skin (Vitis vinifera) Extract

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Pegodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: [/ 2—/ 2-0S

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

P fpot

Michael P. Devereux
Chief Operations Officer

"HDL RX 52¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBADY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570 6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F 920 469.4418 (Phyto)

What Beltter jeets hke*
p——

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

| PRODUCT NAME. | GREDIENT(S) TO WHICH THE
) " .CLAIM REFERS
HDL RX™M* Promotes healthy circulation.* Grape Seed (Vitis vinifera) Extract, Grape

Skin (Vitis vinifera) Extract

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthfu. and not misleading.

L9044

Robert Doster
Title: Senior Vice President of Scientific A ffairs

By:

Date /220 <

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Michael P. Devereux
Chuef Operations Officer

HDL RX 33e




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyle- Encapsulations Vilaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THE BAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582 8386 F: 503.582.0467 P: 920.469.9099 F: 920 469.4418 (Phyto)

What Better feeis tive
—

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)}(6)
of the Federal Food. Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(2)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMENTS e ’INGREDIENT(S) TO WHICH THE
HDL RXT™™* Supports cardiovascular health by increasing HDL Grape Seed (VltlS vinifera) Extract, Grape

cholesterol levels. ¥ Skin (Vitis vinifera) Extract

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lg044

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date:  /2-/2-0&

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Michael P. Devereux
Chief Operations Officer

HDL RX 54¢



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Ciicle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THE BApY Wilsonville, OR 97070 P:920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582 8386 F: 503.582.0467 P: 920.469.9099 F 920.469.4418 (Phyto)

what Better feels ltke™
ap—

Deccember 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutriticn
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Labe! Claims/Disclaimers
Dear Sir or Madam

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME TN REDIENT(S) TO WHICH THE
‘ o e " ' CLAIM REFERS’
HDL RXT™* A derivative of amino acid, cysteine, NAC is a key Acetyl-L-Cysteine (NAC)

intermediary in the conversion of cysteine into
glutathione, one of the body’s primary cellular
antioxidants.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

. LLd0dd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ) 2-/2-0%

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

JELS P -bons

Michael P. Devereux
Chief Operations Officer

HDL RX 55¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"*
NF Formulas PhytoPharmica &

Tyler Encapsulations Vi:aline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
E NZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920 469.4418 (Phyto)

What Better feets nke™
ap————

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exempticn to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMENTS o INGREDIENT(S) TO WHICH THE
R S - - . CLAIM REFERS
HDL RXTM* Supports the health of the cardiovascular and Acetyl-L-Cysteine (NAC)

immune systems.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

By: wo‘m’{

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: (2 -{2-0OS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

WP &mﬁﬂ

Michael P. Devereux
Chief Operations Officer

HDL RX 56¢



INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY"*

NF Formutas PhytoPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 Sw Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC r[‘HERApY Wilsonville, OR 37070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503 582.8386 F: 503.582.0467 P 920.469.9099 F: 920.469 4418 (Phyto)

what Better fecls like”
——

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME | , STATEMENTS ST INGREDIENT(S) TO WHICH THE
ok A : " .CLAIM REFERS
HDL RXT™* Shown to 51gn1ﬁcamly increase HDL cholesterol * Acetyl -L-Cysteine (NAC)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

QL9004

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /7//7//0_(

3

By:

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Tedd P -ﬁmﬁﬂ

Michael P. Devereux
Chief Operations Officer

HDLRX 57¢
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INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyle- Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ZYMATIC THEBAPY Wilsonviite, OR 97070 P:920.4692.1313 F: 888.570.6460 (Enzymatic)

P: 503.582 8386 F: 503.582.0467 P: 920.469.9099 F: 920 469.4418 (Phyto)

wrat Better feels like™
p—

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exempticn to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a prodict we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME' N INGREDIENT(S) TO WHICH THE
o i k. ;. CLAIMREFERS
HDL RX™™* Helps maintain healthy blood flow and healthy heart | Acetyl-L-Cysteine (NAC)

contraction. *

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy. Inc. has
substantiation that the statements are truthful and not misleading.

W fuedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Datee ;2 -/2-0S

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Sincerely,

i P b

Michael P. Devereux
Chief Operations Officer



INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY"*

NF Formulas PhytoPharmica &
Tylet Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THEBADY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P. 920.469.9099 F: 920.469.4418 (Phyto)

wrar Befter feels like™
p—

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE- Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by secrion 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME GREDIENT(S) TO WHICH THE
S s : S "CLAIM REFERS
HDL RXT™™* Provide antioxidant protection, supporting Soy Isoflavones

cardiovascular and immune system health.*

[ certify that the information contained in thus notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Qg0

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date. /2*’/2“0'{

[f you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

SinCErely, p &JA )

Michael P. Devereux
Chief Operations Officer

" HDLRX 5%



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F- 920.469.4418 (Phyto)

what Better feeis tike”
—

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS §10

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exempticn to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME | - .. ., STATEMENTS GREDIENT(S) TO WHICH THE
e gy B e ~.CLAIMREFERS =
HDL RX™™* Soy protein-enriched diet has been shown to support | Soy Isoflavones

healthy lipid profiles by significantly increasing
HDL cholesterol levels.*

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading,

LLh0d4

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date:  [2-12-0S

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

JERLR

Michael P. Devereux
Chief Operations Officer

HDL RX 60¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY’®

Nf Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chalienger Drive, Green Bay, WI 54311-8328
ENZYMATIC THERADPY Wilsonville, OR 97070 P:920.469.1313  F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F. 503.582.0467 P: 920.469.9099 F- 920.469.4418 (Phyto)

Woat Better feeis ike™
p—

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STA"SEMENTS o . INGREDIENT(S) TO WHICH THE
. e e 2 i 8 CLAIMREFERS
HDL RXT™™* Powerful antioxidants that support the health of Tocotrienols

arteries.* Shown, in clinical study, to support
healthy cholesterol levels already within the normal
range.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

LL0dAL

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: [2-{2.-05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

Sincerely,

Mt P st
Michael P. Devereux
Chief Operations Officer

HDL RX 6le



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formuias PhytoPharmica &
Tyler Encapsulations Vitahne Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P:920.469.1313  F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)

Woar Better jeels ike™
pp—

December 12, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 8§10

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exempticn to section
201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMENTS =~ INGREDIENT(S) TO:-WHICH THE CLAIM REFERS
HDL RXT™M* Replaces the CoQ10 depleted by Vitamin C (ascorbic acid), Vitamin E (as natural mixed
cholesterol lowering (statin) drugs.* tocopherols), Niacin (as niacinamide), Vitam:n B6 (as

pyridoxine HCI), Folic Acid, Vitamin B12 (a3
cyanocobalamin), Magnesium (from magnesium amino
acid chelate), Selenium (as L-selenomethionine),
Proprietary Blend: hawthorn (Crategus oxyacantha) berry
extract, taurine, garlic (Allium sativum) bulb, grape seed
(Vitis vinifera) extract, grape skin (Vitis vinifera) extract,
N-acetyl-L-cysteine, alpha-lipoic acid, soy (Glycine max)
isoflavones, tocotrienols, L-Arginine (as L-arginine HCl),
L-Carnitine (as L-carnitine L-tartrate), Coenzyme Q10
{CoQ10) (ubiquinone 10), Policosanol

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy. Inc. has
substantiation that the statements are truthful and not misleading.

Ludogd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /2720 e

HDL RX 62¢



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608.

P-ip%»»%

Michael P. Devereux
Chief Operations Officer

HDL RX 62¢



